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Product Recall Procedure


1 Purpose

This procedure documents the method by which the facility actions a product recall and associated goods that are located internally or issued to customers

This procedure is used by nominated staff to perform the following:

· Access, locate, recall, correct or discard implicated products;

· Direct the notification to recipient medical officers and TGA of product recall.

The procedure applies to any internal or external notification that indicates product is suspected or known to be non-conforming, hazardous or requires further investigation.

2 Responsibilities

	Position
	Responsibilities

	Director
	Contact the recipient’s medical officer where implicated product has been transfused or discuss alternative products in the case of a non-transfused product.
Document decisions to transfuse implicated product/s

	Production Manager or designate
	Evaluate all recalls

Notify the Quality Manager or designate of all recalls

	Quality Manager or designate
	To register each recall on the Recall register assigning a unique recall number.  The Recall register as a minimum must identify the recall number, collection venue, product identifier number, fate of product, initiation date and completion.

Notify the Australian Recall Coordinator (TGA) and the Commonwealth Minister responsible for Consumer Affairs of recalls in line with this procedure.

To manage all recalls.
To close out all recalls.


3 Equipment & Supplies

N/A
4 References

4.1 Uniform Recall Procedure for Therapeutic Goods, TGA [date required]
4.2 Australian Code of GMP – insert relevant code
4.3 Insert list of referenced documents here
5 Additional Information

Definitions
Australian Recall Coordinator (ARC) - Employee of the Therapeutic Goods Administration with the responsibility of overseeing medicine recalls across Australia.  Contact details for the Australian Recall Coordinator (TGA) are detailed on TGA Human Blood and Tissue Recall Report form

CAPA – Corrective Action & Preventive Action

MO - Medical Officer 
Recall - The removal of therapeutic goods from supply or use for reasons relating to recognised deficiencies in the quality, safety or efficacy of the goods
TGA – Therapeutic Goods Administration
6 Procedure

6.1 Initiation of a Recall
The process of recall applies to all products which are implicated in the following instances.  The process of recall notification to the Australian Recall Coordinator (TGA) applies exclusively to in-date product
6.2 A – Donor / Patient Related 

6.2.1 Product recall is considered in the following instances 
a) A patient, donor or representative notifies the facility of the donor’s / patient’s medical problem

b) facility  is notified of a donor’s illness with, or test results confirming implication with a blood borne infection

c) facility  is notified of a post transfusion incident

d) facility  is notified of a previously undisclosed risk factor affecting a past collection

e) A confirmed positive result or acute infection result on a mandatory screening test

6.2.2 Any staff member receiving information regarding any of the above must initiate the Product Recall Form and generate a CAPA, and forward to the Production Manager as soon as possible
6.3 B – Process Related
6.3.1 Any process problem that results in a deficiency in product quality, safety or efficacy may result in product being recalled.  Examples of situations requiring product recall may include but are not limited to:
a) Defects in critical material (whether identified in-house, by a Supplier, or the TGA Therapeutic Devices Branch)
b) Product labelling errors
c) Error in a testing process
d) Equipment failure
e) Breaches of TGA licensing conditions
f) Sterility failures
6.3.2 Any staff member who becomes aware that quality, safety or efficacy of a product has been compromised must generate a CAPA and notify the Production Manager and Quality Manager or designate
6.4 Evaluation

Upon notification of any possible recall situation, action must be taken immediately to prevent any implicated product being released without specific informed medical authority
6.4.1 The Production Manager or designate (in consultation with the Director and Quality Manager or designate) will assess and evaluate the nature, extent and risk to recipient of any implicated product notifications.  Results of this evaluation will be documented on the Product Recall Form
6.4.2 Note:  TGA will require recall notification if product has left the control of the facility and is “In Date” (i.e. has not expired)

6.5 Donor/Patient Related Recall – Action and Documentation

6.5.1 Locate any product still in inventory and discard or rework as directed.  No product must be discarded unless specific authority to do so is given from the Director.  Consent may also be required from patient or next of kin
6.5.2 Complete Urgent Blood and Human Tissues Recall Notice and the TGA Human Blood and Tissue Recall Report
6.5.3 For product that has been issued to an external customer, complete an Urgent Human Blood and Tissues Recall Notice and fax to Scientist in Charge (SIC) Pathology Service or hospital Blood Bank.  Follow up with a phone call to SIC Pathology Service/Blood Bank
6.5.4 The completed Urgent Human Blood and Tissues Recall Notice and TGA Human Blood and Tissue Recall Report are to be forwarded to the Australian Recall Coordinator (TGA) with minimal delay
6.5.5 Notification of the recipient’s MO is based on the information relating to recall.  This process should be undertaken by the Director
6.6 Process Related Recall – Action and Documentation
6.6.1 The Quality Manager and/or designate must submit to the Australian Recall Coordinator (TGA) with minimal delay
6.6.2 Complete Urgent Blood and Human Tissues Recall Notice and the TGA Human Blood and Tissue Recall Report
6.6.3 Generate a recall list detailing product identification numbers, product types and destinations/customers
6.6.4 The completed Urgent Human Blood and Tissues Recall Notice and TGA Human Blood and Tissue Recall Report are to be forwarded to the Australian Recall Coordinator (TGA) with minimal delay
6.6.5 Once the Urgent Blood and Human Tissues Recall Notice has been approved by the TGA ARC, it is to be faxed to all affected customers.  However, if product requires urgent infusion, consideration should be given to immediate notification of customers prior to notification to TGA
6.6.6 Note: In after hours situations reasonable attempts should be made to contact the Australian Recall Co-ordinator (TGA).  In the event that this is unsuccessful, details of the attempts should be documented
6.7 All Recalls – Action and Documentation
6.7.1 Note:  When the recall involves an autologous, directed or designated product, the recipient MO must be notified so that alternative arrangements can be made.  This should be undertaken by the Director
6.7.2 Record a Recall number on the recall register
6.7.3 Where a recall is safety related (i.e. there is a risk of injury or harm to patients), notify the Commonwealth Minister responsible for Consumer Affairs within two days of taking a recall action.  This notification must:

a) State that the goods are subject to recall
b) Set out the nature of the defect in, or dangerous characteristic of, the goods
6.8 Reconciliation, Follow-up & Notification

Reconcile all recalled product to assure the fate of each product is accounted for and to ensure that acknowledgements are received from all customers for all products 
6.8.1 At two and six weeks after the implementation of recall, the Quality Manager or designate will provide the Australian Recall Co-ordinator (TGA) with an interim and final report on the recall (Note: second or subsequent reports are not required if previously reported as closed out and confirmed by the ARC TGA).  The recall final report should consider the following information and include all information as advised in correspondence from TGA
a) Copy of completed recall notice – Urgent Blood and Human Tissues Recall Notice
b) Copy of the TGA Human Blood and Tissue Recall Report
c) Root cause of circumstances leading to recall
d) Summary of recall action
e) Extent of distribution of product/s
f) Results of the recall – quantity of products returned, transfused or destroyed
g) Confirmation that acknowledgements have been received from all customers to whom the recall notice was sent
h) The means of disposal of the recalled goods and confirmation that this has been carried out
i) Details of the remedial action taken to prevent recurrence of the problem
6.8.2 When the recall event is completed, the Quality Manager or designate must collate all documentation related to the event and file in the Recalls file. Recall close out notification will be received from TGA once the final report has been reviewed
7 Changes to previous version

New document
8 Appendices
N/A
9 End of document
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